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DETAILED ACTION 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.1 14, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant s submission filed on 
121/08/04 has been entered. 

Accordingly, claims 24-35 are being examined. 

The following are the remaining rejections. 

OBJECTION 

Claims 30-35 are objected to because they are drawn to the same method as 
claims 24-29, respectively. 

Applicant is advised that should claims 24-29 be found allowable, claims 30-35 
will be rejected under 35 U.S.C. 101 as being a substantial duplicate thereof, When two 
claims in an application are duplicates or else are so close in content that they both 
cover the same thing, despite a slight difference in wording, it is proper after allowing 
one claim to reject the other as being a substantial duplicate of the allowed claim. See 
MPEP 706.03(k). 
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REJECTION UNDER 35 USC 103, NEW REJECTION 

Claims 24-35 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Sekine T, 1994, Human cell: Official J human cell res society (Japan): 7(3): 121-4, of 
record, in view of Sasaki Y et al, J Hepato-biliary-pancreatic surgery, 1998, 5(1 ): 14-1 7. 

Claims 24-35 are drawn to: 

A method for preventing recurrence of liver cancer for five years, comprising 
administering activated lymphocytes while performing treatment of cancer, which is 
surgical operation (claims 24, 30). The lymphocytes are collected from a cancer patient 
or the other cancer patient (claims 25, 31), and cultivated for proliferation or activating, 
said lymphocytes having cells of more than 1 x 1 0 9 per millimiter (claims 26, 32). The 
activation is in the presence of solid phase anti-CD3 antigen and interleukin 2 (claims 
27, 33). The activated lymphocytes are administered within eight months after 
commencing said treatment of cancer, wherein said lymphocytes could be administered 
at least five or more times (claims 28-29, 34-35). 

Sekine et al teach prevention of recurrence of hepatocellular carcinoma after 
culative operation, by infusion of autologous lymphocytes that have been activated and 
expanded by cultivation with immobilized anti-CD-3 antibody and IL-2 (abstract). Sekine 
et al teach that recurring-free survival rates are up to 24 months from 49 treated 
patients, with a recurrence in 13 cases of 49 treated pateints (p.5-6 and figure 3 on p.7). 

Sekine et al do not teach that prevention of recurrence of liver cancer for five 
years. Sekine et al do not teach administering activated lymphocytes while performing 
surgical treatment of liver cancer. Sekine et al do not teach that the lymphocytes are 
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collected from other cancer patient, and that said lymphocytes have cells of more than 1 
x 10 9 per millimiter. 

Sasaki et al teach that the five year survival rate for liver cancer patients, in stage 
II, who underwent hepatic resection (HR), and had good liver function is 64%, and even 
for those patients in stage II with bad liver function (clinical stage II), the five year 
survival rate is 32% (abstract and figure 1 on page 15). 

It would have been prima facia obvious to a person of ordinary skill in the art at 
the time the invention was made to use the method of Sekine et al for preventing 
recurrence of liver cancer after surgery. It would have been obvious to administer 
activated lymphocytes while performing surgery treatment of cancer, because one 
would have expected that the same result would be obtained, wherein treatment with 
activated lymphocytes is complementary to surgery. Although Sekine et al do not teach 
that the prevention of recurrence of liver cancer for five years, one would have expected 
that the same results would be obtained with the method of Sekine et al, because the 
method taught by Sekine et al seems to be the same as the claimed method, and 
because with hepatectomy alone, the five year survival rate for patients, in stage II, who 
underwent hepatic resection (HR), and had good liver function is 64%, and even for 
those patients in stage II with bad liver function (clinical stage II), the five year survival 
rate is 32%, as taught by Sasaki et al. 

Further, it would have been obvious that the lymphocytes are collected from 
other cancer patient, to provide more lymphocytes. With regards to the amounts of 
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lymphocytes recited in claims 26, 32, to determine optimum concentration of reactants 
is within the level of ordinary skill in the art. See In re Kroniq , 190 USPQ 425. 



ANSWERS TO APPLICANT'S ARGUMENTS 

Applicant argues that the results of Sekine's two year study fail to suggest the 
prevention of recurrence of liver cancer for five years. Applicant argues that Sekine et al 
teach away from the prevention of 5 years, because Sekine et al disclose that the 
recurrence rate for liver cancer is 33% in the first year, 57% in the second year, and 
70% in the third year, and that no preventive method is known. Applicant argues that 
thus there is no expectation of success based on the teaching of Sekine et al. 

Applicant argues that thus the instant invention is surprising and unexpected 
because the Examiner's assertion in a telephonic interview that cancer patients are 
alledged to live at least five years following a surgical removal of the liver is inconsistent 
with the high recurrence rate disclosed by Sekine. 

Applicant's arguments set forth in paper of 12/08/04 have been considered but 
are not deemed to be persuasive for the following reasons: 

The results of claimed invention are not surprising and unexpected. Although 
Sekine et al do not teach that the prevention of recurrence of liver cancer for five years, 
one would have expected that the same results would be obtained with the method of 
Sekine et al, because the method taught by Sekine et al seems to be the same as the 
claimed method, and because with hepatectomy alone, the five year survival rate for 
liver cancer patients, in stage II, who underwent hepatic resection (HR), and had good 
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liver function is 64%, and even for those patients in stage II with bad liver function 
(clinical stage II), the five year survival rate is 32%, as taught by Sasaki et al. 

Concerning the disclosure of Sekine et al that the recurrence rate for liver cancer 
is 33% in the first year, 57% in the second year, and 70% in the third year, it is not clear 
whether these patients had hepatic resection, a limitation of the claimed method, and/or 
whether these patients had good or bad liver function, wherein those with good liver 
function, even in stage II, are expected to have a better survival rate after hepatic 
resection (HR). 

Thus, Sekine et al do not teach away from the invention, and the teaching of 
Sasaki et al is not contradictory to the teaching of Sekine et al . 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MINH-TAM DAVIS whose telephone number is 571- 
272-0830. The examiner can normally be reached on 8:30AM-5:00PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, JEFFREY SIEW can be reached on 571-272-0787. The fax phone number 
for the organization where this application or proceeding is assigned is 703-872-9306. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-21 7-91 97 (toll-free). 



MINH TAM DAVIS 




February 23, 2005 



